
DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service4 . Food and Drug Adinistration
10903 New Hampshire Av'cnue
Document Control Roomn -\V066-G609
Silver Spring, iMvD 20993-0002

Mr. Alan J. Frazer
Director Quality Assurance APR 2 0 2GBl
IJNILENS Corporation, USA
1043 1 72nd Street North
Largo, FL 33777

Re: KI 10452 - Bundled Special 5 10 (k) for Parametric Release from Moist 1-leaf Sterilization for
Soft (hydrophilic) daily wear contact lenses cleared under P820005, P850002,
P880101, P880102, K940777. K941836, K942.372, K(942494. K960926,
K96 1428, K965012, K971647, K000529, K002408, K041608, K050743'
K082393, K100456

Trade/Device Name: Soft Hydrophilic Contact Lenses for Daily Wear
Regulation Number: 21 CFR 886.5925
Regulation Name: Soft (hydrophilic) contact lenses
Regulatory Class: Class 11
Product Code: LPL
Dated: March 23 , 2011
Received: March 25, 2011

Dear Mr. Frazer:

We have reviewed your Special 5 10(k) premarket notification of intent to market the device
referenced above which requests conversion to parametric release from moist heat sterilization of
referenced hydrophilic contact lenses of legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be subject to additional controls. Existing major.regulations affecting your device can be
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found in the Code of Federal Regulations. Title 21 , Parts 800 to 898. In addition, FDA may
publish further announcements concerning your (device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies.

You must comply with all the Act's requirements, including, but not limited to: registration and
listing (21 CF7R Part 807); labeling (21 CER Part 80 1); medical device reporting (reporting of
medical device-related adverse events) (21 CER 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 GYRP.lart 820); and if applicable, the
electronic product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www-A.fda.gov/AbouitFDA/CentersOffices/CDRH-/CDR171ffices/ucni 15809.hitm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to prerniarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
lhtty://wwwv,,.fda.vov/MedicalDevices/Safetv/Repor-taProblenm/default.htm for the CDRH's Office
of Surveillance and Biomretrics/Di vision of Postrnarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 63 8-2041 or (301) 796-7100 or at its Internet address
littp://wA--A.fda. gov,/MediealDevices/ResourcesforYou/lndustrv/defiult.litm.

Sincerely yours,

Malvina B. Eydelman, M.D.
Director
Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Unilens Corp., USA Bundled Special 510(k)

Indications for Use

510(k) Number (if known): K110452

Device Name: See Attached

Indications for Use:

For parametric release from Moist Heat Sterilization of Hydrophilic Contact Lenses

Prescription Use X ADO Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisioni Sign-Off)
Division of Ophthalmic, Neurological and Ear,
Nose and Trat Devices

510(k)NubrL o s
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Unilens Corp_ USA Bundled Special 51 0(k)

Status I Trade Names Approval Cleared 1Common IDevice Panel Product
SNumber j Date j Name jClass Code

Daily Wear Soft
51 0(k) Sof-Form 11 P820005 06101182 (hydrophilic) It Ophthalmic ILPIL

Contact Lens

50() Unilens, Unisite, 500 Daily Wear Soft
51() simulvue P502 02/28/86 (hydrophilic) 11 Ophthalmic ILPIL

Contact Lens
Daily Wear Soft

510(k) Aquaflex P880101 2/10/89 (hydrophilic) 11 Ophthalmic LPIL
___________Contact Lens

LL-38Daily Wear Soft
51 0(k) L-8P880102 08/11/89 (hydrophilic) 11 Ophthalmic LPL

Contact Lens
Bay~ueDaily Wear Soft

510(k) Bqaye MTO 940777 4/12/1994 (hydrophilic) 11 Ophthalmic ILPIL
Aquaflx MTOContact Lens

Daily Wear Soft
51 0(k) Unilens 38, Unisoft K(941836 07/07/94 (hydrophilic) I I Ophthalmic ILPIL

Contact Lens

51() Simulvue 38 Daily Wear Soft
50) LLI2K942372 07/07/94 (hydrophilic) I I Ophthalmic LPL

LLB12Contact Lens

Daily Wear Soft
51 0(k) Xtra, 4Vue K(942494 09/08/94 (hydrophilic) 11 Ophthalmic ILPIL

I I Contact Lens

Daily Wear Soft
510(k) SoftSITE, EMA K960926 04/10/96 (hydrophilic) 11 Ophthalmic LPL

Contact Lens

Daily Wear Soft
510(k) Soft-55 OW K(961428 05/21/96 (hydrophilic) II Ophthalmic ILPIL

___________ Contact Lens
Daily Wear Soft

51 0(k) MV2 K(965012 03/11/97 (hydrophilic) II Ophthalmic ILPIL
____________ ContactLens _____ ___________

Daily Wear Soft
510(k) ILL Bifocal K(971647 07/15/97 (hydrophilic) II Ophthalmic LPL

Contact Lens
Daily Wear Sft

510(k) MVt Toric Bifocal K(000529 02/16/00 (hydro ph ilc) II Ophthalmic ILPIL
Contact Lens _____

Daily Wear Soft
510(k) C-VUE 55 K(002408 10/17/00 (hydrophilic) II Ophthalmic ILPIL

Contact Lens

C-VUJE 55 Toric Daily Wear Soft
51 0(k) K041608 07/07/04 (hydrophilic) II Ophthalmic ILPIL

Multifocal Contact Lens

Daily Wear Soft
51 0(k) Aquaflex 2 K(050743 4/13/2005 (hydrophilic) II Ophthalmic LPL

Contact Lens
Daily Wear Soft

51 0(k) C-VUE Advanced K(082393 9/11/2008 (hydrophilic) II Ophthalmic ILPIL
Contact Lens

0-VUJE Advanced
Definitive Daily Wear Soft

51 0(k) 0-UC dvne K100456 10/28/2010 (hydrophilic) II Ophthalmic LPL
_VUEAdvacedContact Lens

______ HydraVUE ____ ____
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